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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

• If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the maDing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)13 Responsive to (X)mmunication(s) filed on 17 February 2006 . 
2a)\3 This action is FINAL. 2b)EI This action is non-final. 

3) n Since this application is in condition for allowance except for fomial matters, prosecution as to the merits Is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Clainns 

4) 13 Claim(s) 1-11 is/are pending in the application. 

4a) Of the above claim(s) Is/are withdrawn from consideration. 

5) 0 Claim(s) is/are allowed. 

6) 12 Claim(s) Ml is/are rejected. 
?)□ Claim(s) is/are objected to. 

?)□ Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9)H The specification is objected to by the Examiner. 

10) 13 The drawing(s) filed on 25 November 2003 is/are: 3)0 accepted or b)l3 objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) n The oath or declaration is objected to by the Examiner. Note the attached Office Action or forni PTO-152. 

Priority under 35 U.S.C. § 119 

12) n Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (0- 
a)nAII b)n Some * c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received In this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Election/Restrictions 

1 . Applicant's election without traverse of Group I in the reply filed on February 17, 2006 is 
acknowledged. 

Claims 12-48 have been canceled as requested in the reply filed on February 17, 2006. 
Claims 1-1 1 are pending in the instant application. Claims 1-1 1 are under examination in 
the instant office action. 

Sequence compliance 

2. This appUcation contains sequence disclosures that are enconpassed by the definitions 
for nucleotide and/or amino acid sequences set forth in 37 C.F.R. § 1,821 (a)(1) and (a)(2). 
However, this application fails to comply with the requirements of 37 C.F.R. § 1.821 through 
1.825. Specifically, no sequence identification has been provided for the amino acid sequences 
presented in Figure 1 of the instant specification. In case these sequences are new, Applicant 
needs to provide a substitute computer readable form (CRF) copy of a "Sequence Listing" which 
includes all of the sequences that are present in the instant application and enconpassed by these 
mles, a substitute paper copy of that "Sequence Listing", an amendment directing the entry of 
that paper copy into the specification, and a statement that the content of the paper and computer 
readable copies are the same and, where appHcable, include no new matter, as required by 37 
C.F.R. § 1.821 (e) or 1.821(f) or 1.821(g) or 1.825(b) or 1.825(d). The instant specification will 
also need to be amended so that it compUes with 37 C.F.R. § 1.821(d) which requires a reference 
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to a particular sequence identifier (SEQ ID NO: ) be made in the specification and claims 
wherever a reference is made to that sequence. See M.P.E.P. 2422.04. 

3. Claims 2 and 3, as amended, and the text of the instant specification are not in 
conpliance with the requirements for Sequence Identifiers (see MPEP 2422.03). The appropriate 
format for sequence identifiers is SEQ ID NO: X, wherein "X" is the sequence number. 
Appropriate correction is required. 

Drawings 

4. The figures of the instant application are presented on separate pages or in separate 
panels. 37 C.F.R. § 1.84(u) (1) states that in cases when figures present partial views of a 
drawing, which are intended to form one complete view, whether contained on one or several 
sheets, the figxires must be identified by the same number followed by a capital letter. For 
example, the three panels of Figure 2 in the instant specification should be renumbered "Figure 
2A" - "Figure 2C" rather than "Figure 2, A, B, C". AppUcant is reminded that once the drawings 
are changed to meet the separate numbering requirement of 37 C.F.R. § 1.84(u) (1), the 
specification should be amended to change the Brief Description of the Drawings and the rest of 
the specification to refer to each Figure accordingly. If, for example, Figure 2 is presented as 
Figures 2A-2C, then the Brief Description and all the references to this figure in the specification 
must refer to this Figure in the same manner. 



Claim Objections 
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5. Claim 1 is objected to because it recites an acronym that is not spelled-out in its first use 
in the claims (APP). It would be remedial to amend the claim language to define the acronym in 
claim 1 so that it is clearly understood what it stands for. 

6. Claim 8 is objected to because of the following informalities: "claim6" should be "claim 
6", perhaps. Appropriate correction is required. 



Claim Rejections - 35 USC§112 

7. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particxxlarly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

8. Claims 1-1 1 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

9. Claim 1 is rejected under 35 U.S.C, 112, second paragraph, as being incomplete for 
omitting essential elements, such omission amounting to a gap between the elements. See MPEP 
§ 2172.01. The omitted elements are: it appears that the claimed method requires presence of 
two chimeric molecules to be contacted with P-secretase: one in the presence and one in the 
absence of a cleavage modulating agent. The claim currently recites "providing a chimeric 
molecule", which renders the elements of the claimed method indefinite. 

10. Claim 1 is further vague and ambiguous for recitation "a transmembrane region [. . . ] and 
an extracellular region" without stating what the regions are of Clarification is required. 
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1 1 . Claim 1 is also vague and indefinite in section (c), which recites identification of 
"occurrences of cleavage". It is not clear and cannot be determined from the claim or the instant 
specification, as filed, what "difference in cleavage" is meant by the claim. Is it the fi-equency of 
occurrences or a specific parameter that is significant to identify a cleavage-modulating agent? 

12. Also, claim 1 recites "agents that modulate the cleavage" and "a cleavage modulating 
agent". Both recitations appear to encompass the same agent. It is suggested to adopt one term to 
be used to avoid lack of antecedent basis for the recitation within the claim. 

13. Claim 4 recites the limitation "chimeric protein" in claim 1. There is insufficient 
antecedent basis for this limitation in the claim. 

14. Claim 6 is vague and ambiguous for recitation "an active p-secretase enzyme". The metes 
and bounds of the recitation cannot be determined from the claim or the instant specification. 

15. Regarding claim 1 1, the phrase "region binds F-spondin" renders the claim indefinite 
because it is unclear whether the limitation is a part of the claimed method or is a characteristic 
of potential ability to bind F-spondin molecules. Clarification is required. 

16. Claims 2-3, 5 and 7-10 are indefinite for being dependent from indefinite claims. 

Claim Rejections - 35 USC§102 

17. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 

basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patait unless - 

(e) the invention was described in (1) an appUcation for patent, published under section 122(b), by another filed 
in ttie United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 35 1(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the intemational application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 
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18. Claims 1-1 1 are rejected under 35 U.S.C. 102(e) as being anticipated by US Patent 
6,699,671, Gumey et al., filing date of 1999. 

Claims 1-11 are drawn to a method of identifying agents that modulate cleavage of APP 
by p-secretase, wherein the method steps include: providing an APP fusion protein, contacting it 
with P-secretase in the presence of a test agent and recording a cleaved extracellular region. 
Patent 6,699,671 discloses a P-secretase, termed Aspartyl Protease 2 (see abstract and column 2), 
and assays and methods to monitor cleavage of APP by P-secretase (see columns 8-12), such 
methods reciting a fusion APP molecule, contacting it with Asp2 (P-secretase) and recording a 
cleaved extracellular region, thus fully anticipating the instant claimed invention. 

Conclusion 

19. No claim is allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Olga N. Chemyshev whose telephone number is (571) 272-0870. 
The examiner can normally be reached on 8:00 AM to 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet L. Andres can be reached on (571) 272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system Status information for published applications 
may be obtained from either Private PAIR or Pubhc PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 



OlgaN. C|)6myshev, Ph.D. 
Primary Examiner 
Art Unit 1649 
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